AWARD  NUMBER:  W81XWH-14-1-0066 


TITLE;  "Diverting  the  Pathway  to  Substance  Misuse  by  Improving 
Sleep" 


PRINCIPAL  INVESTIGATOR:  Thomas  Mellman 


CONTRACTING  ORGANIZATION;  HOWARD  UNIVERSITY,  INC. 
WASHINGTON  DC  20059-0002 


REPORT  DATE:  May  2015 


TYPE  OF  REPORT:  Annual 


PREPARED  FOR:  U.S.  Army  Medical  Research  and  Materiel  Command 

Fort  Detrick,  Maryland  21702-5012 


DISTRIBUTION  STATEMENT:  Approved  for  Public  Release; 

Distribution  Unlimited 


The  views,  opinions  and/or  findings  contained  in  this  report  are  those  of  the  author(s)  and 
shouid  not  be  construed  as  an  official  Department  of  the  Army  position,  policy  or  decision 
unless  so  designated  by  other  documentation. 


REPORT  DOCUMENTATION  PAGE 

Form  Approved 

0MB  No.  0704-0188 

Public  reporting  burtden  for  this  coiiection  of  information  is  estimate(d  to  average  1  hour  per  response,  inciu(ding  the  time  for  reviewing  instructions,  searching  existing  data  sources,  gathering  and  maintaining  the 
data  needed,  and  compieting  and  reviewing  this  coiiection  of  information.  Send  comments  regarding  this  burden  estimate  or  any  other  aspect  of  this  coiiection  of  information,  inciuding  suggestions  for  reducing 
this  burden  to  Department  of  Defense,  Washington  Headquarters  Services,  Directorate  for  Information  Operations  and  Reports  (0704-0188),  1215  Jefferson  Davis  Highway,  Suite  1204,  Ariington,  VA  22202- 
4302.  Respondents  shouid  be  aware  that  notwithstanding  any  other  provision  of  law,  no  person  shall  be  subject  to  any  penalty  for  failing  to  comply  with  a  collection  of  information  if  it  does  not  display  a  currently 
valid  0MB  control  number.  PLEASE  DO  NOT  RETURN  YOUR  FORM  TO  THE  ABOVE  ADDRESS. 

1 .  REPORT  DATE  2.  REPORT  TYPE 

May  2015  Annual 

3.  DATES  COVERED 

lMay2014  -  30Apr2015 

4.  TITLE  AND  SUBTITLE 

"Diverting  the  Pathway  to  Substance  Misuse  by  Improving  Sleep" 

5a.  CONTRACT  NUMBER 

W81XWH-14-1-0066 

5b.  GRANT  NUMBER 

5c.  PROGRAM  ELEMENT  NUMBER 

6.  AUTHOR(S) 

Dr.  THOMAS  MELLMAN 

E-Mail:tmellman(S)howard.edu 

5d.  PROJECT  NUMBER 

5e.  TASK  NUMBER 

5f.  WORK  UNIT  NUMBER 

7.  PERFORMING  ORGANIZATION  NAME(S)  AND  ADDRESS(ES) 

HOWARD  UNIVERSITY,  INC. 

2400  6TH  ST  NW 

WASHINGTON  DC  20059-0002 

8.  PERFORMING  ORGANIZATION  REPORT 
NUMBER 

9.  SPONSORING  /  MONITORING  AGENCY  NAME(S)  AND  ADDRESS(ES) 

U.S.  Army  Medical  Research  and  Materiel  Command 

Fort  Detrick,  Maryland  21702-5012 

10.  SPONSOR/MONITOR’S  ACRONYM(S) 

11.  SPONSOR/MONITOR’S  REPORT 
NUMBER(S) 

12.  DISTRIBUTION  /  AVAILABILITY  STATEMENT 

Approved  for  Public  Release;  Distribution  Unlimited 

13.  SUPPLEMENTARY  NOTES 

14.  ABSTRACT 

The  recent  Institute  of  Medicine  report  underscores  an  alarming  increase  in  alcohol  and  other 
substance  misuse  among  military  personnel.  Such  problems  will  likely  increase  after  leaving 
active  duty.  Sleep  disturbances  are  very  common  among  Warfighters  with  recent  deployments  and 
are  associated  with  mental  health  problems  and  alcohol  and  other  substance  misuse.  Insomnia 
is  highly  intertwined  with  alcohol  and  substance  use  disorders  and  has  been  found  to  motivate 
continuing  and  incident  misuse.  The  over-arching  premise  for  this  proposal  is  that  targeting 
sleep  disturbance  in  post-deployed  Veterans  in  a  manner  that  addresses  factors  that  are 
specific  to  military  service,  will  reduce  and  prevent  the  progression  of  the  common  misuse  of 
alcohol  and  other  substances.  The  goal  for  this  R34  proposal  is  to  develop  and  test  an 
intervention  of  which  the  primary  target  is  disturbed  sleep.  The  intervention  will 
incorporate  established  sleep  behavioral  interventions,  and  include  a  novel  component 
designed  to  address  nocturnal  vigilance,  a  prominent  feature  of  post  deployment  sleep 
interference.  We  will  also  assess  overall  alcohol  and  drug  use  in  the  target  population,  its 
relationship  with  sleep  disturbance;  include  an  educational/motivational  module  addressing 
substance  use  and  sleep.  We  will  assess  the  effect  of  participation  on  substance  use  and  the 
degree  to  which  the  effect  is  accounted  for  by  improvements  in  sleep. 

15.  SUBJECT  TERMS 

Veterans;  deployment;  nocturnal  vigilance;  sleep  initiation  and  maintenance  disorders; 
substance  use  disorders 

1  16.  SECURITY  CLASSIFICATION  OF:  U 

17.  LIMITATION 

18.  NUMBER 

1  19a.  NAME  OF  RESPONSIBLE  PERSON  I 

OF  ABSTRACT 

OF  PAGES 

■II  MM  Ml 

a.  REPORT 

b.  ABSTRACT 

c.  THIS  PAGE 

uu 

6 

19b.  TELEPHONE  NUMBER  (include  area 
code) 

Unclassified 


Unclassified 


Unclassified 


standard  Form  298  (Rev.  8-98) 

Prescribed  by  ANSI  Std.  Z39.18 


Table  of  Contents 


Page 


1,  Introduction .  2 

2,  Keywords .  2 

3,  Accomplishments .  3 

4,  Impact .  4 

5,  Changes/Problems .  4 

6,  Products . 4 

7,  Participants  &  Other  Collaborating  Organizations . 4 

8,  Special  Reporting  Requirements . 4 

9,  Appendices . 4 


1 


1.  Introduction 


Recent  surveys  indicate  substantial  and  increasing  alcohol  and  other  substance  misuse  among 
military  personnel.  Experience  with  prior  Veteran  cohorts  suggests  that  such  problems  will 
magnify  after  leaving  active  duty  service.  Recent  data  also  indicate  that  sleep  disturbances 
are  very  common  among  those  with  recent  deployments  and  that  sleep  problems  are 
associated  with  other  psychiatric  symptoms  and  misuse  of  alcohol  and  other  substances. 
Insomnia  is  highly  intertwined  with  and  has  been  noted  to  motivate  the  onset  and 
continuation  of  alcohol  and  substance  use  disorders.  Clinical  observation  strongly  suggests, 
and  emerging  data  indicate,  that  the  need  to  maintain  vigilance  is  a  critical  contributor  to 
post-deployment  sleep  disturbances.  Nocturnal  vigilance  is  not  a  specific  target  of  established 
sleep  behavioral  interventions.  The  over-arching  hypothesis  of  this  proposal  is  that  targeting 
sleep  disturbance  in  Veterans  within  a  few  months  or  years  of  deployment  in  a  manner  that 
addresses  the  nocturnal  vigilance  that  is  engendered  by  military  combat,  will  reduce  and 
prevent  the  misuse  of  alcohol  and  other  substances  that  is  common  in  this  population. 

The  goal  for  this  project  is  to  adapt  and  integrate  and  then  test  intervention  approaches  that 
target  disturbed  sleep  behaviors,  nocturnal  vigilance,  and  the  use  of  substances  to  induce 
sleep.  The  resulting  intervention  will  incorporate  established  sleep  behavioral  interventions, 
and  include  a  novel  component  for  addressing  nocturnal  vigilance  that  incorporates  recent 
cognitive  behavioral  techniques.  Alcohol,  drug,  and  prescription  medication  use  will  be 
assessed  including  its  relationship  to  sleep  disturbance.  Information  regarding  established 
short  and  longer  term  effects  of  substances  on  sleep  will  be  provided  and  participants’ 
perceptions  of  how  their  use  affects  their  sleep  and  motivation  to  modify  their  use  will  be 
assessed.  We  will  assess  outcomes  related  to  sleep  and  alcohol/substance/prescription  drug 
use  and  the  degree  to  which  the  effect  on  the  latter  is  accounted  for  by  improvements  in 
sleep. 

The  first  study  phase  will  serve  to  fine  tune  the  intervention  by  enrolling  symptomatic 
participants  in  its  initial  prototype.  Feedback  on  the  applicability,  acceptability,  and 
perceived  effectiveness  of  techniques  will  be  solicited  during  and  following  individual 
treatment  episodes.  Two  initial  participant  cohorts  of  10  will  provide  further  feedback  in 
focus  groups.  Near  the  conclusion  of  the  initial  study  phase  the  investigators  will  finalize  the 
intervention  protocol  influenced  by  participant  preferences  and  their  perceptions  of 
acceptability  and  effectiveness  as  well  as  achievement  of  acceptable  adherence  and  fidelity. 
The  final  treatment  protocol  will  then  be  compared  to  a  condition  that  will  control  for 
attention  and  receipt  of  educational  material  regarding  sleep  with  evaluation  of  subjective 
and  objective  measurements  of  sleep,  substance  use,  and  quality  of  life.  The  proposed  study 
findings  will  inform  larger  trials  and  adaptation  of  the  intervention  to  varied  settings. 
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3.  Accomplishments 

•  The  main  goal  for  this  project  is  to  adapt  and  integrate  and  then  test  intervention 
approaches  that  target  disturbed  sleep  behaviors,  nocturnal  vigilance,  and  the  use  of 
substances  to  induce  sleep. 

•  Goals  of  the  study  to  be  accomplished  in  the  first  year  are  to  assemble  evaluation  tools, 
finalize  initial  module  descriptions,  train  interventionists  -  role  play,  feedback  ,  recruit 
participants  and  enroll  them  in  the  intervention  development  phase 

A.  Regulatory 

•  Approval  by  Georgetown  Howard  Universities  Center  for  Clinical  and  Translational 
Science  (GHUCCTS)  IRB  2/19/2014 

•  Submission  to  USAMRMC/ORP/HRPO  5/29/2014 

•  Submission  to  DC  VA  IRB  6/18/2014 

•  Receipt  of  initial  response/requests  from  HARPO  6/27/2014 

•  Provided  additional  docs  to  HARPO,  submitted  revised  IC  to  GHUCCTS  IRB 
7/3/2014 

•  Hired  graduate  student  Mary  Katherine  Howell  as  a  study  interventionist 

•  Responded  to  VA  IRB  scientific  reviews  7/23/2014 

•  Received  VA  IRB  requests  for  revision,  submitted  revised  docs  8/8/2014 

•  Received  GHUCCTS  IRB  approval  of  revised  IC  8/I5/20I4 

•  Approval  by  DC  VA  IRB  8/I8/20I4 

•  Approval  by  USAMRMC/ORP/HRPO  9/09/2014 

•  Re-reviewed  study  tools  and  materials  (with  in-service  discussions  in  mind),  finalized 
tools  11/1//14 

•  Revisions  to  protocol  based  on  recommendations  of  IPR  panel  submitted  to 
GHUCCTS  IRB,  approved  2/2/2015,  submitted  to  HRPO  2/2/2015 

•  Study  staff  is  applying  for  privileges  so  that  the  study  can  be  run  at  the  VA  location. 

B.  Training 

•  In-service  training  on  integrating  mindfulness  techniques  into  a  standard  Cognitive 
Behavioral  Therapy  paradigm  Mary  Ann  Dutton,  PhD  9/1 1/2014 

•  In-service  training  with  behavioral  sleep  intervention  expert  Wilfred  Pigeon,  PhD 
10/15/2014 

•  In-service  training  with  motivational  interviewing  for  substance  use  practitioner 
Gloria  Cain,  LCSW  10/21/2014 

C.  Recruitment 

Have  now  enrolled  (consented)  5  participants,  3  have  completed  the  treatment  procedure 
and  1  has  competed  the  3  month  follow  up. 

•  We  are  intensifying  recruitment  efforts  with  repeated  contacts,  encouraging  in-service 
visits,  encouraging  word  of  mouth  referrals  from  participants,  and  expanding 
contacts. 

•  Outreach  to  several  VFW  organizations,  visit  to  PG  county  VFW  with  further  contact 
planned. 
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•  Outreach  to  Military  Veterans  and  Society  Program  of  the  Center  for  a  New 

American  Security;  the  DC  American  Legion;  Veterans  Program  Coordinators  for 
Howard,  American,  and  Georgetown  Universities,  possible  in-  services  pending. 
Flyers  posted.  Meeting  with  VAMC  collaborators  pending. 


4.  Impact 

The  three  participants  who  have  completed  the  treatment  protocol  have  all  been  engaged  and 
enthusiastic  and  endorsed  improvement  on  several  of  the  outcome  measures.  They  have 
indicated  interest  in  recommending  the  program  to  fellow  veterans. 

5.  Changes/  Problems 

We  have  experienced  recruitment  challenges.  To  overcome  these  challenges  we  have  increased 
our  outreach  efforts  to  University  Veteran  programs,  VFWs,  &  American  Legions,  and  continue 
to  foster  liaison  activity  with  VA  and  military  bases.  We  have  also  increased  our  face-to  face 
contact  with  the  surrounding  community  to  promote  study  awareness. 

6.  Products 

Nothing  to  report  at  this  time. 


1.  Participant’s  &  Other  Collaborating  Organizations 


Name: 

Dr.  Thomas  Mellman,  MD 

Project  Role: 

Principle  Investigator 

Nearest  person  month  worked: 

8 

Contribution  to  project: 

Interacting  with  participants,  overseeing  all  aspects  of 
study  and  addressing  clinical  concerns. 

Name: 

Dr.  Tyish  Hall  Brown,  Ph.D.,  MHS 

Project  Role: 

Co-Investigator 

Nearest  person  month  worked: 

8 

Contribution  to  project: 

Performing  Clinical  Interview  and  assessments  on 
participants 

Name: 

Ameenat  Akeeb,  B.S. 

Project  Role: 

Study  Coordinator 

Nearest  person  month  worked: 

8 

Contribution  to  project: 

Performing  informed  consent  and  data  collection 

Name: 

Mary  Katherine  Howell,  B.A. 

Project  Role: 

Sleep  Intervention  Facilitator 

Nearest  person  month  worked: 

8 

Contribution  to  project: 

Implementing  sleep  Intervention  strategies  with 
participants 

8,  Special  Reporting  Requirements 

Nothing  to  report 

9.  Appendices 

Not  applicable 
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